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3aaBHTejiB: 3AKPHTOE AKHHOHEPHOE OBU5ECTBO «flECKO» h a P . 



1 . flaHHoe 3aKJnoHeHne MOKayHapoflHOii npeflBapHTejiBHOH 3KcnepTH3M noaroTOBJieHO HacroamHM OpraHOM MeayryHapoflHoff 
npeflBapHTejibHoK 3KcneprH3Bi b cootbctctbhh co Craxbeft 35 h HanpaBJieHO 3aaBnxejno b cooTBeTCTBHH co CraTBeB 36 PCT. 

2. flaHHoe 3aicjnoHeHHe coaepacHT Bcero __4 JiHcra, BKJUOHaa aaHHBifi o6iuhH jihct 

3. flaHHoe 3aKmo4eHHe Taicsce conpoBoamaercfl ripHJioaceHHjiMH, coflepacamHMH: 

a) (nocnaHHbte 3aneumejiio u e Meotcdyuapodnoe Btopo) Bcero jihctob, xaKne Kan: 

□ jihctbi onHcaHUfl, (^opMyjibi h/hjih HeproiceH, KoropBie obijih H3MeHeHBi h cjiyjKar ochoboA win jjaHHoro 
3aKJnOHeHMH H/HJIH JIHCTBI C HCnpaBJieHHBIMH OHeBIIAHBIMH OBlHOKaMH, npHHHTbie flBHHBIM OpraHOM 

(cm. npaBHJio 70.16 h Pa3fleji 607 AziMHHHCTparHBHOH HHcrpyKUHH). 

I I jihctbi jxjw 3aMeHBi Gojiee p&hhhx jihctob, ho KoropBie ashheih Opran paccMarpHBaer, Kaic coAepxcanuie H3MeHeH hji, 
■ — KOTopBie bbixoaht 3a paMKH nepBOHaMajttHo noAaHHBix MarepHanoB MOiyryHapozmon 30hbkh, kqk yKrcano b nyHioe 
4 Pa3flena I h b AonoJiHHTejiBHOM pa3^ene. 

b) | | (nocbiJiaiOTca tojibko b MexcnyHapoflHoe Eiopo) Bcero (yKa3aHHe BH^a h KOJinnecTBa 

3JieKTpoHHBix HocirrejieH), coAepTKanme nepeneHB nocjieflOBarejiBHocrett h/hjih tsSjihu, othochihhcch k hhm, 
tojibko b MamHHOHHTaeMOH $opMe, KaK yica3aHO B AonojiHHxejiBHOM pa3Aejie, othochuxhmca k nepenmo 
nocneAOBaTejiBHocrreii (cm. Pa3fleji 802 Aamhhhctp aTHBHOft HHcrpyicuHH) 



4. flaHHoe 3aKJHOHeHHe coaepxcHT HH$opMaurao, oTHOcnmyiocH k cjie^ryroiuHMH pa3flejiaM 
fx] I OcHOBa 3aKjnoHeHiw 

jf | II ripHopHTer 

I I in OrcyrcTBHe 3 qkjuohqhuk othochtcjibho hobh3hbi 3 H3o6peTarejiBCKoro ypoBiw h npoMBnnjieHHoH 

1 1 npHMeHHMOCTH 

[ I IV HapymeHHe eflHHCTBa H3o6peTeHHx 

V yTBep3KfleHHe b cooTBercrreHH co craTBeft 35 (2) othochtcjibho hobh3hbi, H3o6pcTaTejiBCKoro 

ypOBHfl H npOMBIUIJieHHOH npHMeHHMOCTH; CCB1JIKH H nOHCHCHHJI B oGoCHOBaHHe VTBepHUieHHH 

(Crara 35(2)) 

□ 

VI OnpeflejieHHBie qHTHpyeMBie floieyMeHTBi 

| | VII HcKoropBie Ae^eKTBi MC^cayHapoAHOH 3aaBKH 

□ 

Vm HeKOTopBie 3aMCHaHHJi, KacaiornHecfl MeayryHapoflHoft 33jibkh 



flaTa npeAcraBneHHW TpeSoBamw: 

01 AexaSpH 2004 (01.12.2004) 


Aara noAroTOBKH 3 amnoHeHiifl : 

30 ceHTa6pa 2005 (30.09.2005) 


HawMeHOBaHHe h aapec MoKflyHapoAHoro noucKOBoro opraHa: 
dJeAcpajiBHHH HHCTHTyr npoMBinuieHHofl coScTBeHHocTH, 
P<1>,123995, MocKBa, T-59, TCn-5, BepexacoBCKaH Ha6., 30-1 
<Daicc: 243-3337, Tejierattn: 114818 IIO^AHA 


ynoraoMoneHHoe jihuo: 

A. Moajib 

TejieioHKo 240-25-91 



OopMa PCT/BPEA/409 (o6nmK jihct) (AnpcxiB 2005) 



3AKJIIOHEHHE MEm#yHAPO,ZpiOft OPEflBAPHTEJIBHOft 3KCUEPTBBI>I 
I OCHOBa 3aKJIIOHeHH5I — 



MeagryHapoAHaH 33jibkh N° 
PCT/RU 2004/000208 



1 . OrHocHTejibHo n3biica, AaHHoe coo6meHHe noATOTOBjieHO Ha ocHOBe: 

1x1 MWKflyHapoOTott 3aaBKH, Ha xsuKe, Ha KoropoM OHa fouia nc-AaHa 

□ nepeBoaa Me^nyHapoAHoft 3&hbkh H a cjieAyiouwtt sguk , koto P mh as/merca whkom nepesoAa, 

npeAcraBjieHHoro win cjieAyionurx uejieH: — 

MewayHapoAHfcitt iiohck ( b cootbctctbhh c ripaBanoM 12.3 (a) h 23.1 (b)) 

ny6jiHKamw MencayHapoAHoft 3a»BKH (b cootbctctbhh c TIpaBHJiOM 12.4 (a)) 

I I MeawyHapoAHaa npeABapHTCJibHaa SKcnep-noa (b cootbctctbhh c npajwjiaMii 55.2 (a) h/hjih 55.3 (a)) 



B 



2. Othochtcjilho 3Jie M eiiTOB MewAyHapoAHOfi aaHBKH, AaHHoe 3 aicraoqeHHe cocraBjieHO Ha ochobc (aoMeumou^ue jiucmbi, Komoptie 
6bum npedcmaenenbi e Uonynmo^ee eedoMcm&o e omeem na npednootcenue e coomeemcmeuu co cmamteu 14, e Sohhom sawiioneHuu 
o6o3HaueHbi kqk (tnepeoHauanbHO nodauHbie» u He npujiootcemme k smojuy 3aKiuoHCHwo): 



□ 
□ 



MettayHapoflHaH 3 aaBKa b tom BHAe, b tom bhas, b kotopom OHa 6bwa noAaHa/npeACTaBJieHa 
onHcaHHe: 

crpaHHiuji _ _ nepBOHana^bHO noAaHHMe/npeAcraimeHHbie 

CTpaHHUbi* nonyMeHHbie AaHHbiM OpraHOM Ha flary 

crpaHHUH* nonyHeHHtie AaHHtiM OpraHOM Ha AaTy 

I | $opMyjia H3o6pereHHH: 

crpaHHUbi — — _ ^nepBOHawajibHo noAaHHMe/npeAcraBJieHHbie 

CTpaHHUki* nojiyqeHHBie a^hhbim OpranoM Ha Aarry 

crpaHHUbi* nojiyneHHbie a^hhbim OpraHOM Ha AaTy 

HepreacH: 

crpaHHULi nepBOHananBHO noAaHHwe/npeACTaBjieHHwe 

CTpaHHUH* nojryneHHHe ashheim OpranoM Ha Aary 

crpaHHuti* noAyqeHHtie ashhhm OpranoM Ha Aarry 

EH ne P eHeH t nocAeAOBarcjibHOCTefl h/hjih cooTBercrByroiAHe Ta6jmuLi - cm. AonojiHwrejibHWH pasAeji, othochiahKch k 
nepeTOK) nocjieAOBarejibHOCTeH 

3. | 1 H3MCHCHHH npHBCJIH K ICbJJTHIO; 

j | crpaHHu onHcaHHA 

| | nymcroB <feopMyjn>i JfeKa 

j 1 CTpaHiiu/<|>Hr. qeproKett 

■ — | nepeHHA nocjieAOBarejifcHOCTeft 

TaSjinubi, oTHOc^mHttcfl k nepeqmo nocjieAOBarejiBHOcrett 

4. Q Hacroamee aaiuiKreeHHe cocraBJieHO 6e3 ynera (hckotopbix ) hsmchchhh, npiuio>KeHHMX k sroMy ornery h OTMeHeHHbix hidkc 

•nuc K3ic ohh bbixoaht 3 a paMKH nepBOHaqan&Ho noAaHHbix MarcpHajiOB sbhbkh, rbk yKasauo b flonojiHHTCJiBHOM pasAejie 
(TIpaBHJio 70.2(c)). Y 

□ 



crpaHHu onHcaHna 
nyHKTOB <J>opMyjiu KaNk 
CTpaHHU/^HT. HeprKjcett 
nepeqHa nc^eAOBarejibHocTeH 

Taojmujbi, OTHOcanmitca k nepeHHio nocjieAOBaTejibHOcreft 
♦ Er . mi nwrnn 4 maiueuaemcsL ma HeKomnnMP, umi ttrp m m»v gucaum uozum n m *,*» * » M vn * 'ismiehnawul (superseded! 



B 
B 



OopMa PCT/IPEA/409 (Tpa$a I) (anpent 2005) 



3AKJnOHEHHE ME)K#yHAPO#HOft IIPEflBAPHTEJIBHOfl 3KCIIEPTH3BI 



MoKayHapoflHaa 3&hbkh X° 
PCT/RU 2004/000208 



Tpacfa V OGocHOBaHHoe yTBepawmie b cooTBeTCTBim c HpaBiuioM 35(2) b oTHoineHHH HOBiwHbi, 
H3o6peTaTejibCKoro ypoBHH h npoMbinuieHHoii npHMCHHMocni; ccwjikh ii noHCHemiH, nowpenjiHionme Tanoe 
yTBepHmemie 



1. yxBepac^eHHe 

HOBH3Ha (N) IlyHKTM 1-5 

riyHKTfci 

H3o6peTaTejibCKHfi ypoBem, (IS) 

nyHKTbi 1, 3-5 

ITyHKTfci 2 

npoMBinuieHHaa npHMeHHMocrB (IA) 

nyHKTbi 1-5 

IlyHKTH _ 



2. Ccmjikh h noacHemra (IIpaBHJio 70.7) 

AliRU 2196602 CI 
£2: RU 2124022 CI 
A3: US 581 1460 A 
fl4:US 6204391 A 
fl5:US 2003027870 A 

B #1 onncaHO cpeACTBo fljM HHTH6HpoBajBOM BHH h IJ^lB-HH^eiaxHH h cnoco6 HX 
HHrH6HpoBaHHH. B KanecTBe cpeflCTBa rjw HHrnSHpoBaHHK npHMemnoT coejjHHeHHfl Ha 
ocHOBe aMHHOKHCJioTHBix hjih #HnenTHflHBix npoH3Bo#H&ix <J>yjuiepeHa. B KanecTBe 
aMHHOKHCJiOTHoro npoH3BOAHoro <J>yjiJiepeHa Hcnojn>30BaHBi HarpneBBie cojih 
$yjuiepeHMOHoaMHHOKanpoHOBOH h ^ynHepeHMOHoaMHHOMacjwHofi khcjiot. Cnoco6 
nojiyneHHH npoH3BOAHBix <J>yjijiepeHa 3aKJiK>HaeTCJi b ao6aBJieHHH k pacTBopy <J>yjinepeHa b 
o-AHXJiop6eH30Jie boahoto pacTBopa HarpHeBOH hjih KajmeBOH cojih aMHHOKHCuoTBi (b 

HaCTHOCTH, aMHHOKanpOHOBOH, aMHHOMaCJMHOH H Jjp.) Hl8-KpayH-6 , npOMBIBaHHH boaoh 

h nojiyneHKH npoH3BOAHoro b BHfle TBepaoro noponncoo6pa3Horo BenjecxBa. 

H3 R2 H3BCCTCH CHHTC3 N-(MOHorH^o)-$yjinepeHaMHHOKanpoHOBOH KHCJIOTBI 
HC 60 NH(CH 2 )5COOH. #jih ero nojiyneHHa k pacTBopy 0,03 r (0, 0414) $yjuiepeHa b o- 
AHXJiop6eH30Jie Ao6aBJMiOT boahbih. pacTBop 0498 (2,07mmojib) KajnieBoft cojih 
aMHHOKanpoHOBoft khcjiotbi h 0,5465 r (2 5 07 mmojib) 18-KpayH-6 b cooraomeHHH 1:1. lips 
3tom KOJiBraecTBO aMHHOKHCjioxBi npeBBnnarb KOjmHecTBo <J>yjuiepeHa b 50 pa3. 
PeaKi^OHHyio Maccy nepeMemHBaioT 6-8 nacoB npn 60°C. PacTBopHTejm ottohhiot, 
ocTaTOK o6pa6axBiBaioT HacBinjeHHBiM pacTBopoM NaCI h npoMWBaioT boaoh. 

A 3 -#4 onHCBmaiOT BOAopaciBopHMwe npoH3BOOTBie ^yjuiepeHa (C60), HMeiomne 
aHTHBHpycHBie CBOHCTBa, KOTopBie HcnojiB3yK>T ajm HHTHSnpoBaHiM pexpoBHpycHbix 
HH^eiotHH HenoBeica. 

H3 #5 H3BCCTHO HCIIOJIB30BaHHC nOJIH3THJieHTJIHKOJI6H B KaHeCTBe 
COJno6HJIH3aTOpOB. 



HET 
PA 

HET 

PA 
HET 



OopMa PCT/IPEA/409 (Tpa$a V) (anpejib 2005) 



3AKJHOHEHHE ME^KflyHAPOflHOS HPE^APHTEJIBHOfi 3KCIIEPTH3M 
flonojiHiiTejibHan rpa$a — - 



MoKayHapOAHaa 3aaBKM Jfs 
PCT/RU 2004/000208 



^5 KacaeTCH BoaopacTBopHMBix npoH3BOflHBix ^yjuiepeHa, KOTopBie hmciot 
3aMecTHTenH, co#ep>KamHe oflHy hjih 6ojiee aMHHo rpymi, aMHHo KaTHOHHBix rpynn, h 
KOTopBie.MOAyjnipyiOT aKTHBHOCTB NOS CHHTera3Bi h /hjih KanMo,z^yjiHHa 3 a TaK>Ke 
cnocoSa HHTH6npoBaHHH NOS 3kthbhocth KOHTaKTHpoBanneM o^Horo hjih 6ojiee 
npoH3BOAHBix <J>yjuiepeHa c KJiencaMH hjih TKaHHMH, KOTopBie HHrH6npyioT NOS 

aKTHBHOCTB. 

riyHKTBI 1,3-5 CO OTBeTCTByiOT KpHTepHflM «HOBH3Ha» H <<H306peTaTeJIBCKH& 
ypOBGHB», Ha OCHOBaHHH TOrO, HTO H3 ypOBHfl TCXHHKH (^l-^) HCH3BCCTHO H HeOHeBHAHO 

cpe^cTBO jjjul HHTH6HpoBaHHH penpoflyicipiH o6oJioneHHBix BHpycoB npe^cTaBJiHiomee 
co6ofi BOAopacTBopHMoe coeAHHeHHe $yjniepeHnojiHKap6oHOBBix aHHOHOB, oSmen 
<J)opMyjiBi, npe^cTaBjieHHOH b n.l. CpeflCTBO nojiyneHo 3a cneT HyKJieo<j)HJiBHoro 
npHcoeflHHeHHH k $yjuiepeHy aMHHOKHcnoTBi no hcckojibkhm abohhbim cbh3hm c 
KOJiHHecTBOM flByx h 6ojiee aMHHOKHCJioT. CoeAHHeHHe o6jiaaaeT jiynraeft 

paCTBOpHMOCTBK) BOfle B OTJIHHHe OT aHaJIOrOB, HTO 06ecneHHBaeT BBICOKyK) 
3$$eKTHBHOCTB B03ACHCTBHH Ha HH<|>HIJHpOBaHHBie KJICTKH H HH3KyK) TOKCHHHOCTB H 

HcnoJiB3yeTca b (j^apMaijeBTHHecKHx komho3Huhhx (n.n.3-4) npn JienemiH 3 a6o jieBaHHH, 
BBi3saHHBix BWJJCTJVIR, repnec-HH^eKipwMH, BHpycHBiM renaTHTOM C ajih noAaBJieHHfl 
penposyKi^HH oSojioneHHBix BHpycoB (n.5). 

B nymcre 2 3aaBJieHO hcckojibko BapnaHTOB cnoco6a nojiyqemDi cpe^cTBa fljia 
HHTH6HpOBaHHH penpoflyioxHH oSojionenHBix BHpycoB . Han6oJiee 6jih3khm aHaJioroM 
3aaBJieHHOMy cnocoSy flBJiaeTca cnoco6 nojiyneHHH npoH3BOAHoro <|)yjijiepeHa , 
pacKpBrn>iH b R2. Oahh H3 BapHaHTOB 3ajiBJieHHoro cnoco6a , npeAnonaraiomHH 
HcnojiB30BaHHe b KanecTBe cojno6HJiH3aTopa 18-KpayH-6 OTJiEraaeTca ot H3BecTHoro H3 
fl2 cnoco6a tojibko TeM, hto kojikhcctbo aMHHOKHCJiOTBi aojdkho npeBBnnaTB 
KOJiHHecTBO ^yjuiepeHa 6oJiee neM b 50 pa3 , Tor^a ksk b R2 Hcnojn»3yioT 5 0-KpaTHBift 
H36bitok aMHHOKHCJiOTBi. OflHaKo, cnemiajracTy jiBjraeTCfl OHeBHflHBiM, hto npn 
He3HaHHTeJiBHOM npeBBnneHHH 50-KpaTHoro H36Brnca, HanpHMep npn H36BrrKe b 50,1 pa3, 
nojiywrca coeflHHeHHe H3Becraoe H3 JS?.. Ha OCHOBaHHH 3Toro, nyHKT 2 b TaKOM 
BapnaHTe He cooTBeTCTByeT KpHTepmo «H3o6peTaTejn>cKHH ypoBeHB». 

Hto KacaeTca ocTajiBHBix otjihhhtcjibhbix npmHaKOB cnoco6a, to H3 fll H3BecTeH 
cnoco6 nojiyneHHfl aMHHOKHCJioTHoro npoH3Bo#Horo ^yjuiepeHa c HcnoJiB30BaHHCM 

aMHHOKHCJiOTBi B BH^e HaTpHeBOH COJIH, a H3 £5 H3BCCTHO HCnOJIB30BaHHC 

nojiHSTHJieHrjimcojieH b KanecTBe cojno6HJiH3aTopoB.. Ha ocHOBannn stoto, nyHKT 2 b 
OTHomeHHH Apyrnx BapnaHTOB TaiOKe He cooTBeTCTByeT KpHTepmo «H3o6peTaTejiBCKHft 
ypoBeHB». 

H3o6peTeHHe no n.n. 1-5 HBJiaeTca npOMBnojieHHO npHMeHHMBiM. 



OopMa PCT/IPEA/409 (AonojiHHrrejiBHaa rpa$a) (anpeju, 2005) 



